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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Patent Application of: 

Lawrence M. KAUVAR, et al. 

Application No.; 10/678,414 

Filed: October 2, 2003 

For: MULTIHUE LABELS 



Confirmation No.: 9986 
Alt Unit: 1639 

Examiner Teresa D. Wessendorf 



AMENDMENT UNDER 37 C.F.R. S 1.111 



MS Amendment 
Conunissioner for Patents 
P.O. Box 1450 ■ 
Alexandria, VA 22313-1450 



0 



Dear Sir: 

This is in response to an Office Action herein, mailed 25 August 2006, time for response to 
which was set to expire 25 November 2006. Claims 43-47 and 50-51 were examined and rejected. 
Claims 48-49 were withdrawn from consideration, but would be rejoined if a generic claim were 
allowed. Careful consideration has been given to the grounds for rejection, and the following 
amendment and discussion are offered in response. Reconsideration is respectfully requested. 
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CLAIM AMENDMENTS /^--v 

M2. (canceled) 

43. (currently amended): A particulate label which comprises 

fa) a particulate support having a diameter of no more than 100 nm to_which particl e i s 
bound to at least three fluorophotes, wherein each said fluorophoie emits a detectable signal 
diff e r e nt distinguishable fr om that emitted by the others and wherein the magnitud e- ^ rarioof 
intensities o f each of said emitted signals provides a distinctive hu e and whoroin the magnitude of 
the signal omitted by each flaid fluorophorc may bo varied ; and 

(b) w her e in said parti ouia to support ia oouplcd to a reagen t coupled to said particulate 
su ppmt . 

44, (previously presented): The label of claim 43, wherein the particulate support is a 
latex bead. 

45- (previously presented): The label of claim 43, wherein the reagent is an antibody or 
fragment thereof, a peptide generated from a cDNA library, a substance in a combinactorial 
chemistry library, or an oligonucleotide. 

46. (previously presented): The label of claim 43, wherein the reagent is coupled to the 
particulate support by a covalent linkage. 

47. (previously presented): The label of claim 46, wherein the covalent liiikage is a 
disulfide or caxfooxamide linkage. 

48. (withdrawn): The label of claim 43, wherein the reagent is linked to the particulate 
support by a non-covalent linkage. 
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49. (withdrawn): The label of claim 48, wherein the non-covalent lijodcage is an 
epitope/antibody linkage, or 

ahistidine/chelated NI linkage, or 

comprises an agar layer in which reagent is trapped. 

50. (ciirrently amended): A spatially defined arrangemen t of a multiplicity o f 
particulate different labels of claim 43, wherein each label is characterized by a different hue 
distinguishable from the hue of different labels , and each different p articulate fiupport io bound to a 
different reagent. 

5 1 . (previously presented): The arrangement of claim 50, which is displayed on a 
surface to permit determination of the spatial position of said labels. 



3 
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REMARKS 




Claim 43 has been amended in response to the rejection under 35 U,S,C- § 1 12, 
paragraph two. Support for this amendment is found, for example^ on page 10 of the specification, 
which discusses the signals in terms of their intensities. The requirement that the signals be 
distinguishable is clear in that the various colors emitted can be distinguished from each otiber, as 
described in the paragrsq)h on page 10» beginning at line 1 1 and Figure 2 referred to therein. 
Support for the ratio of intensities is also found in this paragrajA. See, e.g., line 17 on page 10, The 
remainder of the amendment is editorial. Claim 50 has been similarly clarified. Accordingly, no 
new matter has been added. Entry of the amendment is respectfully requested. 

Applicants have found that it is possible to couple three or more fluorophores to a veiy small 
particle having a diameter of no more than 1 00 nm. To applicants' knowledge, this is the first 
disclosure of such small and efficient particulate labels. 

Doublc-Patenting 4 

Applicants believe the double-patenting rejection is improperly based on consideration of 
the specifications of the cited documents rather than the claims per je as is the appropriate referent 
for such assessment. However, in order to expedite prosecution, terminal disclaimers with respect 
to U.S. 6,492,125 and U.S. 6,642,062 are enclosed. 

The Rejections Under 35 U>S.C. § 1 12. Paragraph Two 

All claims were rejected under this statutory section. Claim 43 has been extensively 
amended in response. By sepamting the particulate support bearing the fluorophores from the 
reagent that is coupled thereto into separate paragraphs, it is believed thai the claim is clarified. The 
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particulate label contains both the particulate support and the reagent The term ^'magnitude" has 
been replaced by "intensity" which is believed clear, and the term "dififCTent" is replaced by the 
functionally meaningful *'di$tingaishable." It is believed, therefore, that the objections of the Office 
have been met. 

Claim 50 is asserted to be a duplicate of claim 43. This basis for rejection is not understood. 
Claim 43 requires only a single particulate label; claim 50 requires an arrangement of a multiplicity 
of different particulate labels and they must be spatially arranged so that th^ can be separately 

identijEied. 

Similarly, claim 51 further limits claim SO because the spatial arrangement must be on a 
surface - not within a three^imensional volume. 

Accordingly, this basis for rejection may properly be withdrawn. 

The Rdection Under 35 U.S.C, S 102 

All claims were rejected as assertedly anticipated by Chee, et aL U.S. patent 7,033,754. 
Applicants believe the rejection is in error for the following reason. 

The present application is a continuation of U.S. Serial No. 09/146,984 filed 
3 September 1 998 - Le., U.S. patent 6,642,062 cited by the Office. Therefore, the only § 102(e) 
date that can be asserted for Chee, et a/., is that of provisional application number 60/090,473 filed 
24 June 1998. All of the remaining dociunents from which Chee, et aL, claim priority are later than 
the filing date of the parent herein. It is unclear from the present record whether the provisional 
application that might properly be cited anticipates the present invention. However, according to 
the copy of the application available on PAIR, it appears that microspheres as small as 100 nm are 
not disclosed. Page 10, beginning at line 30, describes bead sizes from 500 nm to millimeter size 
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and a preferred lower dimension of 200 ran. What appears to be the corresponding portion in the 
issued patent, at column 10, specifies 100 nm/ml, unlike the provisional which specifies 500 trni/ml. 

Applicants would appreciate an analysis of provisional 60/090,473 which might properly be 
cited against the present application as opposed to the issued parent which, unless supported by the 
provisional, is not. Since the provisional aj^Hcation can be read and printed only one page at a time 
on PAiRi a copy of this application would be helpfiil in evaluating its disclosure. 

In that regard, it would be helpful to have portions of the text more precisely identified than 
what appears to be approximately 20 pages of specification (column 9-column 32). 

In view of the apparent failure of the provisional application to anticipate, this basis for 
rejection may properly be withdrawn. 

The Rejection Under 35 U.S.C. S 103 

Respectfully, as this rejection requires the combination of Chee, which is not properly cited, 
with iadditional documents, this rejection may be withdrawn for the reasons set forth above. 

ConcItKion 

Terminai disclaimers have been submitted to overcome the double-patenting rejection. The 
claims have been amended to overcome the rejection under 35 U.S.C. § 1 12, paragraph two. It does 
not appear that the earliest priority document of the primary reference, Chee, discloses the 
particulate labels of the invention. Thus, it is believed all grounds for rejection are overcome and 
passage of pending claims 43-47 and 50-51 to issue, along with claims 48-49 which may be 
rejoined, is respectfully requested. 
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In the unlikely event that the transmittal letter is separated from this document and the Patent 
Office detennines that an extension and/or other relief is required, applicants petition for any 
required relief including extensions of time and authorize the Commissioner to charge the cost of 
such petitions and/or other fees due in connection with .the filing of this document to Deposit 
Account No. 03>1952 referencing docket No. 388S120I0101 . 

Respectfully submitted. 



Dated: October J 3, 2006 By: Ifr^XT U . W^x^c^^,^-4L^^y>^ 

Kate H. Murashige 

Registration No. 29,959 
MORRISON & FOERSTER LLP 
12531 High Bluff Drive 
Suite 100 

San Diego, California 92130-2040 
Telephone: (858) 720-51 1 2 
Facsimile: (858) 720-5125 
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TERMIMAL DISCLAIMER TO OBVIATE A DOUBLE PATEMTING 
REJECTION OVER A "PRIOR'' PATEMT 



Docket Number (Optional) 
388512010101 



In re Application of; Lawrence M. KAUVAR et al- 

Appllcalion No.: 10/678.414 A ' 

File* October 2. 2003 

For MULTIHUE LABELS 

•n^ovmer, Trelfo Bioscience, Inc. 10P percem w«reslinthe 

instant application hereby disdaims, encepl as provided below, tha twmlnal part of the slaturory term of any patent granted on the 

Jnslanl applicalton wtw^i would exierxi beyond Ihe e?cpiraiion date of tie fun stalulofy tenn of prior patent No. 6,492,125 

as ttw term of said prior palort fe defined In 35 U.S,C. 1 54 and 173, and 99 the twm of said prtor patent Is prescntty shortaned 
by any terminal dtedaimer. The (wrner hofcby agrees Ui9* any patent so graiTteiJ on tno Instfln! application shaR bo enfijrtoaWe 
only far and during such period Uiat it and the prior patent aio oonunonly ov¥ned. TNs agreomenl runs with any patent granieo 
on the mstent appRcot^n and Is binding upon ina granteo. Its suooes«ors or assigns. 

In making tha abovo dlsdeimor. the owner does not disclaim the terminoi pail of Ihe leim of any patent granted on the ingtern 
aooOcaUon that wpgld extend lo the expiralion date of the fiA statutory tenn as defined in 36 U.S.C. 154 and m of Ihe prtor 
patent, -as the tenn of said prior patent Is presently shortened by any lenninal disdalmBrr m tha event that said prior patent 
later 

expires for Failure to pay 8 maintenenoe fee: 
is held unenforceable^ 

is found invalid by a court of compeleni furisdiction: 

is statutorily dtedafmed in whole or lanDlnalhf disdatmed unddr37 CFR 1.331; 
has an claims canceled by a reexamlnalwn certificate; 
i& reissued; or 

i9 in any manner tenninated prior lo the ejcpirauort of hs fUl statutory taim as presently shortened by any tenninal dfSdabner 
Check either box 1 or 2 below. If appropriate. 

4 I I For submiss'wne on bohalf of a business/or^nlzatlon (e.g., coiporation. partnership, university, government agency. 
^ ' I I etc.), the undersigned is empowered to act on behaH of ttto busJness/orgarization. 

I hereby declare that ai etaiaments made herein of my own knowledge are true and that an statements made on 'mformetfan 
and belief are beff^ved to be true; and further that these statements wore made wHh the knowledge thai willful fateo statements 
and the HKe made are punishebte by fine or Imprisonment, or both, under Sedion lOOi of Title 18 of (ha UnHed Stetes Code 
and that such wtUfiil false statements may jeopaidize the vaikilty of the application or any patent issued thereon. 



2. I x| The imdersigned is an attorney or agent of record. Reg. No. 



29.959 



Signature Q 

Kate H. Murashigg 



October 13. 2006 
Data 



Typed or printed name 



(858)720^112 
Telephono Nimt)er 



[7] Tenrtrnal dbdairner 1^ under 37 CFR 1.20(d) ts induded. 



•Statomeni under 37 CFR 3w73(b) Is required if tenrtnal disdalmer Is signed by the assignee (owner). 
Fomt pTO/5B/9e may be used for making this certificatfon. See MPEP § 324. 
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TERMINAL DtSCLAIMER TO OBVIATE A DOUBLE PATENTING 
REJECTION OVER A "PRtOR'' PATEhTT 



Docket Number (Optional) 
388512010101 



Lawrence M. KAUVAR et al. 



InreAppncation ot 

Appjicatton No.: 10/678,414 ... ^ 

Filed: October 2, 2003 

For MULTIHUE LABELS 

The owner. Trelfe KosdenOO. Inc. .of 100 percent iwsresi In the 

insiani applicstion hereby disclaims, except as provkted below. Che lermiwl part of lha «ialulory lerm of any patanl granted oo the 
fcrstOTt applicaton which wwW e)cwnd beyond the esxpJralion dele of me ftil slalulonr term of prior patent No. 6,642.062 
as the tenn of saM prior patent is deHned In 35 U.S.C. 154 end 173. and as the leim erf prter pMent Is presently shortened 
by any terminal disdafrner. The owner hereby egraee that any patent so granted on the instant appHcation shaD be enforceable 
only for and durihg such period thai it and the prior petent are commonly owned. This agreement nms with any patert granted 
on the Instant applfcatfon end is binding upon the grantee, ns successors or assigns. 

In making the above dtsdalmer, the owner d«S not disclaim the terminal pan of the temi of any patem granted on the Instant 
appficatfon that would extend to the explrallon date of the fiil statutory lenn as defined in 35 II.8.C. 154 er)d 173 of ihe prior 
patom. ^s Ihe tm of safas prior pateni is presently shortened by any tenninsr dtsdatmer/ tn the even! that said prior patent 

later 

empires for failure to pay a maintenance fee: 
Is held unenforceable; 

is found rnvaffd by a court of oompetant Jurlsdictton: 

is siaiuiority dtsdaimed in whole or terrn'malty disclaimed under 37 CFR 1.321; 
has all ctafms canceled by a reexamtnation ceitificate; 
is reissued; or 

is In any manner terminaled prior to the explrallon'of Hs fifl statutory term as presently shortened by any tennindf disct^mer. 
Check either heat 1 or 2 betow. rf appropriate. 

^ I I For submissions on behalf or a business/organtealkin (e.9., corporalien. parlnershv. ufth«reity. government agenoy, 
I — I etc.). the undersisned Is empowered to act on behalf of Ihe buslness/orgenizatien. 

I hereby dedaie (hat an statements made herein of my own knowledge ar^ true arvi that all statements made on Information 
and belief are beneved to be true; and furihef that these statements were made with the knowtedga that wtVfii false ststemerrts 
and the like so made are punishable by fine or tmprfsonmeml. or both, under Section lOOi of Title 16 of the Lkiiled Slates Code 
and mat such witirui false statements may jeopardize the validily of the appficaUon or any patent issued thereon. 



Q The undersigned is an attorney or agent of record. Eteg. No. 



29.959 



Signature 



Octobor 13. 2006 
Date 



Kate H. Muraghige 



Typed or printed name 



(858)72^112 



Telephone Number 



Tennlnat dlsdaimer fae under 37 CFR t .2Q(d) is IncJuded. 



•Statement under 37 CFR 3.73(b) Is lequted if lemninal disclaimer is signed by the assignee <owner). 
Form PTO/SG/96 may tie usedfor making this certification. See M^i^ § 324, 
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